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.105 CMR; Departmcal of Public Health 

105 CMS 665.Q0Q: Testing and Reporting <if Constituents i»f Cigarette Smoke 

665.001; Purpose 

665.001: Authority 

665,003; Deimittons 

665.00*-' Regulatory Basis 

665.100: Smoke Constirueni Reporting 

665.101: Smoke Constituent Testing' 

665.200; Testing for Mainstream Smoke Constituents 
665:201: Testing for Mainstream Smoke Metabolites 
665-212'. Testing far Sidestream Smoke Constituents 
665.300: Smoke Constituent Reporting Forms 

665.001: Purpose 

The purpose of these regulations is to establish procedures for cigarctie manufacturers m 
tost for and report (ha amounts of certain, specified constituents which may be found in 
cigarette smoko and which am known or believed to be rhs cause of morbidity and 
mortality in the Commonwealth. 


6650172: Authority 

These regulations are adopted pursuant to M.GX. c. Ill, ss. 5 and 6. 

665,003 ' ne. , finj~Hr>TiH 

As used in 1 05 CMR 665.000 etseq., the following terms shall have the following 
meanings, unless the context clearly reqnires otherwise: 


wauH winBi m e ans any person or cftlicy, including any tcpacker or relabels that 
maimfoenircs, fabricates, assembles, processes or labels a finished.<dgaiCtto. The term 
does not include any person or entity only distributing finished cigarettes. 


Market abate meins United States market shRre as of the effective date of this regulation, 
and for subsequent catendar years means United Stales market share as of December 31 
of the preceding calendar year. 


its means those components of mainstream smoke and sidestream 
smnke 7 identified in sections 165 CMR 665.20Q and 665.21)2., which arc present in the 
mainstream anti sidestream smoke of a cigarette when tested in accordance with these 

regulotiOiiS- 
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Smoke eonstitaent yield ratine means the amount of a smoke constituent contained in the 
pmoke of a. particular brand, sub-brand or generic ■unbran.ded cigarette product, as tested 
and reported, in accordance with fh* requirements of tfaes= icguUnionS- 

Smalte metabolites means the mdabolit by-products of smoke constituents inhaled into 

the body- 

663.004: Regulatory Basis 

Pursuant lo c. 111, s. 6, ?md solely for the purpose of These regulations-, the 

Department defines the term "diseases dangerous to the public health" ta include lung, 
mouth and nasal sinus cancer, he an disease, stroke, pneumonia, and bronchitis. 

665.100: Smoke Constituent Reporting 

(A.) By March t, 2001, and by every March J thereafter. The Department will select o 
representative sample of 35 cigarette brands-, sub-brands, or generic un branded cigarettes 
sold in the Com monwcaMi for testing and reporting of smoke constituents in accordance 
with, these regulations. Manufacturers will be notified promptly of the selections mnHe 
bythe Department Beginning December l, 2QD1, and each December 1 thereafter, for 
each of the 35 cigarette brands, sub-brands, or generic unbranded cigarettes selected by 
the Department, a manufacturer shall -submit an ammal report to the Department for each 
selected brand which lists a yield rating for each of the mainstream end sidestream smoke 
constituents identified in sections 105 CMR 665.200 and 665.202, in accordance with the 
requirements Of these regulations, 

(B) Smoke constituents shall he reported under 105 CMR 665.100(A) on the basis of the 
average yield per cigarette for each brand selected, Tire yield ratings for smoke 
constituents ah ail be iaporred on the form specified in 105 CMR 665.3 00. In addition, 
such report shall be submitted electronically to the Department in accordance with the 
technical specific stums of die Department. All raw data generated by testing in 
accordance with these regulations should be submitted as part of this repast. 

(C) By March ]. 2001, and by every March 1 thereafter, the Department will select a 
representative sample of 15 brands, sub-brands, or generic unbranded cigarettes, which 
shall correspond to the brands selected in accordance with 105 CMR 660.103 (B)(3) 
(human nicotine intake). Manufacturers will be promptly notified of the selections 

by the Department. For this sample of 15 brands, sub-brands, or generic uubmndad 
cigarettes, tnatnifoeturers shaJJ teal for and report maia3tream smoke metabolites in 
accordance with 105 CMR 665.20 i- The report shall be submitted electronically to the 
Department in accordance with the technical specifications of the Department. All raw 
data generated by testing in accordance with these regulations shall be submitted as part 
of this report- 

(D) A multiplied equation shall be developed by maiiulhctiirers annually, based on the 
pipwred results of brands tested in accordance with 665-100 (A) and (B), correbiEmji 
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mainstream and sidestream smoko constituBXit data to tar, nicotine, and CO levels 
repotted to die Department pursuant to section <560.102. 

665J 01 : Smoke Constituent Testing 

All fox ing and analysis lor the purpose of Lbe reports submitted under 105 CMR 665.100 
(A) through (C) shall be carried out in accordance with the applicable testing methods set 
forth in 105 CMR 660.500, and in accordance with Procedures for the Testing of 
Mainstream rind Sidestream Smoke Constituents and Mainstream Smoke Metabolites, 
published by the Massachusetts Department of Public Health, ot a comparable method 
approved by the Department. 

662.200: Testin g forj /fainsfrEaga Smoke Constituents 

In accordance -with the requirements of 105 CMR 665.101, manufacturers shall lest 
main stream smoke, tl-tai is, the amoks directly totaled by a smoker from a lit cigarette, of 
cigarettes identified pursuant to section 665.100 (A) for the following smoke 
constituents: 

A- ammonia 

B. aromatic amines (1-anunoiiaplhalejie, 2.aminonaptbalcne r 3-aminobiphenyl and 4- 
axtnnnbipheoyT) 

C- benznfa]pypsnB 

D. volatile carbonyls (formaldehyde, aceraldehyde, acetone, acrolein, propionfildehydc, 
crotoiialdehyiie, methyl ethyl ketone and buCtyialdehyde) 

£. hydrogen, cyanide 

F. mercury 

G. tdJdC Traci metals (lead, cadmium, fmd arsenic) 

H. nitric oxides (NO and NOa} 

I. tobacco specific nitrosamines (N nilrusocomicatins (NNN), 4-(N- 

nitre So methyl amlncr)- l-(3-pyiidyl>i bulanuae (NNK,). N-nLtrasoanatabinfc (NAT) 
and N nitrosoanabasine (NAB)) 

J. selected basic scmi-volaiiles (pyudiue end quinoline) 

K_ phsnnlic compounds (hydro qainone, catechol, phenol, m+p-erttsoL, and e-creso}) 

L. tar and carbon monoxide 

M. selected volatiles (1, 3-butadiene, isoprene, aciyloniirile, benzene, toluene, styrene) 
665.201 r-Mainstream Smoke Metabolites 

In accordance with rite requireni cats of 105 CMR 665.101, manufacturers shall test 
cigarette products identified in section 665.100 (C) for mainstream smoke metabolites. 
The same set of sixty smokers (30 male, 30 female) identified in accordance with 
G<50.500 (E) shall be tested by the manufacturer for eneh brand (for m natal of 900 
artlokera). They- shall have Smoki'd for sx least live years, currently smoke at least 15 
cigarettes per day and have smoked the brand to be tested, or a brand with equivalent 
level? of rar and nicotine, for ai least three months. Mainstream smoke metabolites will 
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be determined by collecting a urine sample and testing for levels of 4- 
(me*ylnUrossmino>-l-(3-pyridyl)- 1-butanol (NNAL) and its glueurunide, which are 
metabolites of 4- (mcthylnitrosain!no)-l-(3-pyridyl)-l-tairanonc (NNK), in accordance 
with the method described in ilecht SS, Carmella SO, Murphy SE, Akerkar S, 
Uiunnemann KD, and Hoffmann. D. "A Tobacco-Spec?Sc Lung Carcinogen in the Urine 
of Men Exposed to Cigarette Smoke", Nttw England Journal of Medicine 1993. 

329(21):! 343-6, or comparable method approved by the Department Levels of the 
urinary benzene metabolite, trans,trans-n»iconic acid (t,t- MA), shall be tested, in 
accordance with the method described in Mclikran AA, Prahalad AK, HoIBtmnn D, 
"Urinary Trans.trans-inuconjc Acid as an Indicator ofBxpcsme to Benzene in Cigarette 
Smokers”, Cancer Epidemiol. Biomarkar^ Prev. 1993,2(0:47-51. or comparable method 
approved by the Department. Reporting for each brand shall include background Smoker 
data collected in accordance with 105 CMR 660. SOD (E). Research on human intake of 
nicotine shall be conducted in Accordance with federal regulations governing protection 
of human subjects. Title 45 of the Cade of Federal Regulations, Pan 46. 

665.202: Sidestream. Smoke Constituents 

In accordance with the requirements of 105 CMR 665.101, manufacturers alEttl test 
cigarettes identified pursuant to section 665.100 (B) for ihe sidestream smoke of a 
cigarette, that Is, the smoke that is emitted from the burning end of a cigarette between 
puffs, for the fallowing smoke constituents: 

A. mm m ania 

B. aromatic amines (1 - amino naplhalene. 2-aminonapthaIeac, 3-amino biphenyl and 4- 
amino biphenyl) 

C. benzo^ajpyrene 

D. volatile carbonyls (formaldehyde, acetaldehyde, acetone, acrolein, propionaldehyde, 
crotoBaldahyde, methyl ethyl ketone and butyraldfibyilc) 

E. hydrogen cyanide 

F. meremy 

□. toxic trace metals (lead, cadmium, and arsenic) 

H. nitric oxides (NO and NO^) 

I. tobacco specific nitrosaminss (N-uitrosonoinicotme (NNN), 4-(N- 

nitrogomethylanuno)- I -0-pyddyI)-l hutanone (NMK). N-nitrosoanaiabme (NAT) 
md'N-nltrosoanabasmc (NAB)) 

I- selected basic semi-volatilEs (pyridine and quinoline) 

K. phenolic compounds (hydroquinene. estethol, phenol, m+p-cresal, and o-cresol) 

L. tar and carbon monoxide 

M. sdccicd volatiles (1,3-bumdiene, isoprene, acrylonitrile, benzene, toluene, styrene) 
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665-3 Op! Smoke Constituent Reporting Form 


Brand Name: 
Sub Brand: 





Massachusetts Smoke Constituent Yields j 
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